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1.  PURPOSE:  To establish policies and procedures for recognizing and recording monitoring visits by a pharmaceutical company or Contract Research Organization (CRO).  Outlined monitoring visit results will be shared with the Research Compliance Officer to ensure human subjects protection and reporting requirements are met.  
2.  POLICY:  All monitoring visits will be recorded by Research Services and monitoring visit results as outlined below will be reported to the Research Compliance Officer.

3.  PROCEDURES
a. The Research Compliance Officer is to be notified of all monitoring visits by pharmaceutical companies or CROs as soon as possible.  This is the responsibility of the research staff person who schedules or confirms the monitoring visit.  If the monitoring visit is unscheduled, the Research Compliance Officer or  R&D Office is to be notified as soon as the study personnel are aware of the visit.  The Research Compliance Officer will arrange a convenient time to meet with the Monitor.
b. The CRO or study monitor must sign in as a visitor with the Research Office as required of all visitors to research areas. An ID badge must be presented and worn.
c. The Principal Investigator or other responsible investigator is to meet with the study monitor(s) prior to the monitors beginning their work.  During each visit by a monitor, the role of the monitor should be reviewed, including the new requirement that any potential or actual serious findings be conveyed to the investigator and the Research Compliance Officer (RCO), during an exit interview.  Findings that require an exit interview include but are not limited to:
1. Any suspicions or concerns that serious non-compliance may exist, and 
2. All findings of serious non-compliance with the study protocol, IRB requirements or applicable regulations and policies (e.g., failure to consent subjects, entering subjects who do not meet entrance criteria into protocols, failure to report serious or unexpected adverse events).
d. If the monitor records no serious findings or concerns as listed above, the study investigator or research coordinator must notify the RCO in writing that there were no such findings identified by the monitor.
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FOLLOW-UP RESPONSIBILITY

This SOP will be reviewed annually, and revised as needed by the ACOS of Research and the Compliance Officer.
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